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DETAILED ACTION 

1 a. Receipt of Applicant's amendment canceling claim 69 and adding new claims 83- 
87, filed on 09 April 2003, in Paper N0.32, is acknowledged. Thus claim 1 8-22, 24-41 , 
47, 49-53, 57, 59, 61, 63, 65-68 and 70-87 are pending and under consideration. 
1 b. The indicated allowability of claims 1 8-22, 24-41 , 63, 65-79 and 80-82 and 51 - 
53, 59 and 61 , is withdrawn in view of the following new rejections. 
Maintenance of Rejections: 

2a. The rejection of claims 49 and 57, made rejected under 35 U.S.C. 1 12, first 
paragraph, is maintained for reasons of record set forth in the office action mailed on 12 
December 2002, in paper NO:30, on pages 3-5. (Also claim 87 is rejected under this 
statue). Specifically, instant specification, while being enabling for a method of treating 
arthritis, pancreatitis and ARDS like syndrome, by administering to a subject in need of 
said treatment a pharmaceutical^ effective amount of the non-naturally occurring 
polypeptide recited in instant claim 18 , does not reasonably provide enablement a 
method of "all" possible diseases treatable by a substance which has the properties 
recited in a-k of claim 49, or a method of treating cancer, as recited in claim 57, by 
administering to a subject in need of said treatment a pharmaceutical^ effective amount 
6f the non-naturally occurring polypeptide recited in instant claim 18. The specification 
does not enable any person skilled in the art to which it pertains, or with which it is most 
nearly connected, to practice the invention commensurate in scope with these claims. 

Applicants argue that to determine whether a disease is included in claim 49, one 
need merely attempt to treat it with one of the cited substances. Applicants cite several 
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U.S Patents and argue that the type of claims sought in this application, have been 
previously granted. 

These arguments have been considered fully, but are not deemed persuasive. 
Applicants are merely inviting the skilled artisan to attempt to treat "all" possible 
diseases with the substances of the instant invention, and see which diseases are 
treatable and which ones are not. However, to satisfy the requirements of 35 U.S.C. 
1 12, first paragraph, instant specification must provide guidance as to which diseases 
might be treatable with said substances. Furthermore, there has to be some expectation 
of success that said diseases are treatable with these substances. It would be undue 
experimentation for the skilled artisan to conduct the necessary experiments and proper 
controls to delineate which diseases might be treatable with the substances of the 
instant invention. Claim 57 which limits the disease to be treated to cancer is also not 
enabled, because cancer is not one disease, it is a very complex condition which 
encompasses various types of malignant neoplasms, and all cancers are not caused by 
the same culprits or treated by the same agents. Therefore, since instant specification 
has not disclosed one single type of cancer that is treated by the claimed peptide of 
claim 18, claim 57 is not enabled. With respect to claim 87, it will be undue 
experimentation to determine "all" possible diseases that are characterized by 
decreased or insufficient IL-10 activity, because the number of potential diseases are 
numerous and instant specification only enables a method of treating arthritis, 
pancreatitis and ARDS like syndrome, by administering to a subject in need of said 
treatment a pharmaceutical^ effective amount of the non-naturally occurring 
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polypeptide recited in instant claim 1 8. With respect to Applicants' second, Applicants 
are reminded that each Patent Application is examined on its' own merits and each 
Patent Application must satisfy the requirements under 35 U.S.C. 1 12, first paragraph. 
2b. The rejection of claims 49, 51-53, 57, 59 and 59 are rejected under 35 U.S.C. 
112, second paragraph, is maintained for reasons of record, set forth in the office action 
mailed on 1 7 December 2002. The metes and bounds of the claims can not be 
ascertained, since no specific disease is recited. 

Claims 51-53, 57-59, 61 are rejected 35 U.S.C. § 1 12, second paragraph,- insofar 
as they depend on claim 49. 
NEW RJECTIONS: 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

I h " p * fa s i ! ,a " contain a written description of the invention, and of the manner and process of 
1 S£?S rt ' ' n SUch ful1 ' clear - concise ' and e * a <* terms as to enable any person skSed fnlhe 
12 ? ^ rta ' n !' ° r With ^ rt is most nearl V connected, to make and useS same and shS 
set forth the best mode contemplated by the inventor of carrying out his invention 

3. Claims 18-41, 47, 50-53, 57-59, 61 , 63, 65-68, 70-87, are rejected under 35 
U.S.C. 112, first paragraph, as containing subject matter which was not described in the 
specification in such a way as to reasonably convey to one skilled in the relevant art that 
the inventor, at the time the application was filed, had possession of the claimed 
invention. 

3a. Claim 18 and 76 recite " said sequence corresponds essentially to the C- 

terminal of said polypeptide ...», however, instant specification does not describe the 
structure of a sequence that corresponds essentially to the C-terminal of said 
polypeptide. Instant specification does not define "corresponds essentially to the C- 
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terminal as a result the skilled artisan can not visualize the structure of the claimed 
polypeptide. 

3b. Claims 18-21, 34, 76 recite the polypeptide is stabilized however, the 

specification as filed describes only one way of accomplishing said "stabilization", by 
attaching the small compound with the formula disclosed on the bottom of page 21 of 
the specification, to the N-terminal of IL-10. Thus, the written description in this case 
only discloses the attachment of said molecule to the N-terminus of the claimed peptide 
which makes it resistant to proteolytic degradation. Therefore only the attachment of 
the small compound with the formula disclosed on the bottom of page 21 of the 
specification, to the N-terminus of the claimed peptide which makes it resistant to 
proteolytic degradation, meets the written description provision of 35 U.S.C 1 12, first 
paragraph. 

3c. Claim 40 is drawn to a peptidomimetic modeled on the basis of the polypeptide of 
claim 1 8, however, instant specification describes only one way of modeling said 
peptidomemtic on. the basis of the claimed peptide. The breadth of the claim is beyond 
what is disclosed in the specification. Instant specification discloses that the attachment 
of a small compound with the formula disclosed on the bottom of page 21, to the N- 
terminal of IL-1 0 stabilizes the peptide by making it resistant to proteolytic degradation. 
Thus, while instant specification is enabled for making said modification, it is not 
enabled for "all" possible petidomimetics modeled on the basis of the peptide of claim 
18. The skilled artisan can't visualize the structure of the claimed peptidomimetis, with 
the exception of attaching the molecule disclosed on page 21 , to N-terminus of the 
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claimed peptide. Therefore, absent any guidance from the specification of the structure 
of the peptidomimetics claims in the claim, the skilled artisan could not predict said 
structure. Furthermore, due to the lack of direction or guidance in the specification, the 
absence of working examples and teachings of the prior art, the unpredictability in the 
art, and the complex nature of the invention, undue experimentation would be required 
of the skilled artisan to select all the peptidomimtics that, display the desired biological 
activities. 

3d. Claim 73 recites a specific molecular weight for amino acid residues, however, 
the specification as fi.ed did not disclose said molecular weight, therefore, said recitation 
is NEW MATTER. Thus, the specification fails to provide proper support for said 
recitation. It appears that Applicants were in possession of peptides that comprise 
amino acids that did not exceed the recited molecular weight. 
3e Claims 80-81 recite "a method of preventing death due to pancreatitis...", 
however, instant specification has not disclosed any subjects that were prevented from 
dying by administering the composition of claim 41. Furthermore, "prevention" means 
determining in advance if a patient is susceptible to a specific disorder and Applicants 
are not enabled for such. Therefore, due to the lack of direction or guidance in the 
specification, the absence of working examples and teachings of the prior art, the 
unpredictability in the art, and the complex nature of the invention, undue 
experimentation would be required of the skilled artisan to perform the necessary 
experiments to demonstrate that the administration of peptide of the instant invention 
would prevent death due to pancreatitis. 
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The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

4. Claims 22, 24, 39, 76 are rejected under 35 U.S.C. 112, second paragraph, as 
being indefinite- for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. 

4a. Claims 22 and 76 refer to a Reference Table A, however, this renders the claims 

indefinite, because the claims must not refer back to other parts of the Application. 

Reciting the specific amino acids in the claims would obviate this rejection. 

4b. Claim 24 fails to further limit the polypeptide of claim 18." 

4c. The term "substantially pure" recited in claim 39 is a relative term which renders 

the claim indefinite. The term " substantially pure " is not defined by the claim, the 

specification does not provide a standard for ascertaining the requisite degree, and one 

of ordinary skill in the art would not be reasonably apprised of the scope of the 

invention. 

Conclusion: 

5. No claim is allowed. 
Advisory Information 

Any inquiry concerning this communication or earlier communications from the 

SrSiSS-? dir6Cted t0 M HamUd Wh ° Se te,6ph0ne number ^ (703) 308- 
am to 4 00 pm ^ V ° n M ° nday - Wedne sday-Thursday; 6:30 

« ' f atte ™ pts '° reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Gary Kunz can be reached on (703) 308-4623. The fax phone numbers for 

^u^fr at ' 0n Wf ! ere ^ aPP ' iCati0n ° r pr0Ceedin 9 is assi 9n*d are (703) 308^227 for 
regular commun.cat.ons and (703) 308-0294 for After Final communications 
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Any inquiry of a general nature or relating to the status of this application or 
proceeding should be directed to the receptionist whose telephone number is (703) 308- 
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Patent Examiner 
Art Unit 1647 
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